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Good afternoon committee members, and thank you for your attention to SB 415,
legislation that will help researchers study cancer and cancer prevention.

The Wisconsin Cancer Reporting System (WCRS) is a repository for all diagnoses of
cancer and precancerous (tumors of the central nervous system) conditions in Wisconsin.
It was established in 1976 by the Wisconsin Legislature, and continues to operate today
under rules established over thirty years ago.

Senate Bill 415 will update Wisconsin law to allow the Wisconsin Cancer Reporting
System to provide confidential data to qualified researchers for the purpose of cancer
research, prevention and control. Currently the WCRS is only able to provide researchers
that do not meet the current statutes access to de-identified data that is not always
sufficient for their research. Sometime researchers need more specific data to complete
and validate their research, and that is the purpose of SB 415. SB 415 will allow the
WCRS to release confidential, patient-identifiable data to qualified researchers for the

purpose of studying cancer or cancer prevention.

Numerous safeguards are built in to ensure the information is protected and only used for
the purpose of studying cancer. These safeguards include a rigorous application process,
approval by an institutional review board (IRB), and civil and criminal penalties for
misuse of data.

Organizations from around the state have endorsed this legislation, including the
American Cancer Society, Medical College of Wisconsin, Gunderson Lutheran Health
System, University of Wisconsin School of Medicine and Public Health, Marshfield
Clinic, Wisconsin Cancer Council, Wisconsin Medical Society, Wisconsin Collaborative
for Healthcare Quality, St. Joseph’s Hospital, Wisconsin Association of Health Plan,
Lakeshore Medical Clinic, Medical Associates Health Center and more.

Medical research has been a source of great pride in Wisconsin, and this bill will help
move research towards the ultimate goal: a cure. Wisconsin is one of only five states that
does not currently release patient-identifiable data. We all want to find a cure for cancer,
and it is time for Wisconsin to join other states and give our researchers the tools they
need in order to do their work. 1 ask for your support of SB 415.
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Thank you Mr. Chairman and members of the committee for holding a hearing on
this important subject.

In so many ways, cancer is public enemy number one for our citizens’ health and
many times our citizens’ survival.

This bill would promote and encourage the advancement of cancer research by

allowing researchers greater access to more specific information on the existing

cancer registry in Wisconsin which is officially referred to as the Wisconsin
- Cancer Reporting System.

Especially in three general areas regarding the background of the patient where
they were living, their age, etc. as well as the type of cancer they have and the
stage that it is in and third the type of treatment that is being administered is all
valuable in understanding the causes and the effectiveness of cures of cancer.

This bill has adequate safeguards to make sure this information is used
appropriately and will allow cancer researchers more information and research
data needed in the fight to find ways to cure and prevent cancer. This bill has a
broad coalition of democrais and republicans from both houses. | thank Sen.
Sullivan and Rep. Schilling for doing the research necessary to put this bill
together in such an efficient way.

| would be happy to answer any questions. -
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TO: | Senate Committee on Public Health, Senior Issues, Long Term Care and Privacy -
FROM: Katie Plona, DHFS legislative liaison '

RE: Senate Bill 415

Good afternoon. I'm Katie Plona, legislative liaison for the Department of Health and Family Services. With me today is
Laura Stephenson, who is the Program Director for the Wisconsin Cancer Reporting System in the Division of Public
Health. Senator Carpenter and committee members, thank you for the opportunity to testify in favor of Senate Bill 415.

['would like to use my time before the committee to provide some background about the cancer registry at DHFS.

The Wisconsin Cancer Reporting System, established in 1976 by the Legislature, is Wisconsin’s only statewide cancer
registry. It has 7.9 FTE/LTE/contract positions that are 75-percent funded through a federal cancer grant and 25-percent
funded by GPR to meet the federal grant’s requirement for state “maintenance of effort” and matching funds. The
program has been serving the state of Wisconsin in a number of valuable ways for more than 30 years:

* We have provided aggregate data on the burden of cancer in Wisconsin through its annual report and other
specifically focused reports and studies; -
Provided de-identified datasets to researchers in Wisconsin and around the country for more in-depth research;
Provided confidential information for approved research, as allowed by the current Wisconsin statute;
Provided aggregate data to include in national and international publications.

Currently, identifiable data from the cancer registry is not available outside of DHFS with two exceptions: to a nationally
recognized tumor registry, which is the National Program of Cancer Registries within the Centers of Disease Control and
Prevention or to another state central cancer registry. Our registry would contain information about patients who are
residents of another state if they have had their cancer diagnosis in Wisconsin. :

The restriction on data release was a standard precaution in the 1970s and 1980s when our system started. But, it has
proven to be increasingly insufficient to meet the needs of qualified cancer researchers in Wisconsin and around the
country. The cancer research arena has broadened in the last decade, but Wisconsin’s cancer laws have not been updated
to meet those needs.

In 1992, the U.S. Congress passed Public Law 102-515, allowing for the creation of a National Program of Cancer
Registries. The main purpose of this law was to establish central cancer registries in states that did not have one and to
improve and enhance cancer registries that were already in existence, such as Wisconsin’s registry. In the area of cancer
data release, the Public Law, under criterion VI, requests that state registries have “a means by which confidential case
data may in accordance with State law be disclosed to cancer researchers for the purposes of cancer prevention, control
and research.” : : '

Many states established cancer registries through this law, and when doing so, wrote statutes that allowed access to
confidential cancer data for qualified researchers following the guidelines in the federal law. SB 415 allows for increased
release while still protecting the confidentiality of the data as defined in other parts of the current state statue.
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We have worked closely with the bill’s authors, key research institutions and organizations in Wisconsin to develop the
specific provisions and definitions used in SB 415. We greatly appreciate how receptive they have been to work with the

Department.

We support this legislation because it will increase opportunities for important research. Additionally, there are key
provisions in the bill that I would like to highlight:

I.

6.

7.

SB 415 authorizes 1.0 FTE in the registry to conduct the work needed to meet the increased demands for data thls
legislation will generate. Currently, the Wisconsin registry is the fourth lowest staffed registry in the country.
The Wisconsin staff’s current focus is to meet the national requirements for data completeness, timeéliness and
quality. Allowing increased access to data for research without providing the necessary staff to complete the
requests would put an undue burden on current staff and the completeness, quality and timeliness of data requests
would suffer

This GPR-funded position will also improve the registry’s ability to meet the CDC grant’s maintenance of effort
requirement that I mentioned earlier and the additional required match component. The requirement is one dollar
of non-federal funding for every three dollars of federal funding. In addition, the proposed annual $90,000
allocated to this position will allow the registry, based on the 3:1 match calculations, to annually request three
times that amount, $27,000, in additional federal funding in future grant applications. Unfortunately, additional

federal funding is limited and not a guarantee. Still, this legislation creates the potential for Wisconsin to receive

more federal funds.

SB 415 defines “research” and “researcher” in a way that meets federal standards for these definitions.

SB 415 includes spemﬁc requirements for materials to be provided to the Department when requesting data that
inform the Department about the nature of the research request, the protections for the data and the researchcr s
qualifications,

It creates civil and criminal penalties for misuse of the data.

Tt includes language that follows the federal Public Law 102-515 criterion for release of confidential data to
researchers by limiting release only for the purpose of studying cancer, cancer prevention or control.

It does not alter any other part of the statute that discusses confidentiality of data.

It includes language protecting the data from open records requirements.

Thank you again for the opportunity to testify regarding SB 415. Laura and ] are avallable to answer any questions you
may have about the cancer registry or the Departmcnt ] posmon on the bill. . _
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Senate Commuttee on Public Health, Senior Issues, Long-Term Care and Privacy
Wisconsin State Capitol
Madison, WI 53707

Dear Chairman Carpenter and Members of the Senate Public Health Committee:

Please allow me to introduce myself, I am Dr. Humberto Vidaillet, a cardiologist specializing in
electrical disorders of the heart and Director of Marshfield Clinic’s Research Foundation, part of the
Marshfield Clinic system. I am writing on behalf of the Marshfield Clinic system in support of
Senate Bill 415-Cancer Research Advancement Act

To briefly tell you a bit about the Marshfield Clinic system:

e Marshfield Clinic is a 501(c) (3) not-for-profit health care system.

» Our mission is “to provide high-quality health care to all who access our system regardless of
payer source; to engage in basic science and clinical research to improve patients’ lives; and to
train the next generation of physicians through undergraduate and graduate medical education.”

e Marshfield Clinic is a physician-led, not owned, integrated outpatient health care system with a
20-county primary service area in North Central Wisconsin,

e We currently have 41, soon to be 47, clinics and facilities in this region, with almost 800
physicians and approximately 6,500 additional employees.

e We provide primary, secondary, and tertiary health care to all who access our system, In FY
2007, Marshfield Clinic saw approximately 365,800 unique patients.

An integral part of the Marshfield Clinic System is the Marshfield Clinic Research Foundation.
Founded in 1959, the Research Foundation was initially involved in the diagnosis of agricultural
related diseases. Currently there are 24 full-time PhD Scientists and 160 support staff involved in

- over 400 research studies funded by various Federal and State Agencies including the National
Institute of Health, National Cancer Institute, and Centers for Disease Control,

Marshfield Clinic has approximately 30 medical, pediatric, surgical, and radiation oncology specialists
on staff who actively participate in oncology clinical trials. Approximately 400 Marshfield Clinic
system patients are enrolled annually in cancer clinical trials. Those 400 patients and other patients
from other centers in the state and outside of the state are participating in over 100 clinical trials,
which continue to seek patient inclusion.
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For more than 30 years, Marshfield Clinic and Marshfield Clinic Research Foundation have
participated in the Community Clinical Oncology Program sponsored by the National Cancer
- Institute. ‘This initiative was founded to translate state of the art cancer research to community
clinical practices in rapid tmes spreading high-quality cancer care throughout Wisconsin beyond our
2 major metropolitan areas. :

SB 415, authored by Sen. Sullivan and Rep. Schilling, will allow researchers and clinicians involved in
cancer care i Wisconsin to access with appropriate safeguands the Wisconsin Cancer Reporting’
System (WCRS). This data will allow researchers and clinicians in Wisconsin to track cancer clusters
in parts of the state, to access incidence and prevalence data statewide of rare and common forms of
cancer and to follow patients’ response to therapy.

Having this kind of population-based cancer data available will help Wisconsin achieve part of its
Healthy Wisconsin 2010 and beyond goals of reducing the incidence of cancer and deaths due to it.

SB 415 will make critical state based cancer statistics accessible to a larger cadre of cancer treatment
specialists and researchers.

Marshfield Clinic urges you to support SB 415,
Sincerely,

Humberto Vidaillet, M.D.
Director of Marshfield Clinic Research Foundation

Fhgov_rel\Hearing Statements\ Vidailler Lewer Sen Health Gt 020708.doc
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Hello. My name is Amy Trentham-Dietz. [ am an associate professor in Population Health
Sciences at the University of Wisconsin-Madison and a Member of the Paul P. Carbone
Comprehensive Cancer Center.

There are a few points I would like to bring to your attention today in support of Senate Bill 415,
also called the Cancer Research Advancement Act.

I would like to first testify in support of the tremendous value of the Wisconsin Cancer Reporting
System. This population registry is the only way we have to monitor the burden of cancer in the
state. Trends in the Wisconsin data tend to mirror the ones observed in national data. This is
reassuring because this shows that our data are not limited by incomplete reporting that
invalidates its use for research or surveillance. Our high-quality data allow us to monitor for
unexpected increases or decreases in the numbers of cancer cases here at home. For example, we
can assess how cancer rates are different according to geographic location within the state. Past
studies have examined where women were most likely to be diagnosed with advanced-staged
breast cancers within Wisconsin, showing us where screening mammography efforts should be
targeted so that more women have their breast cancers diagnosed earlier to improve their chances
for cure and long-term survival.

My second point is that I believe Wisconsin citizens are supportive of expanding cancer

research. I have been doing cancer research at the University of Wisconsin, working closely

with registry staff, for over a decade. Iroutinely feel grateful that I am conducting research in
Wisconsin because of the tremendous support that cancer patients provide for cancer studies.

We often achieve 70, 80, or even 90% participation rates in our studies because men and women
around our state are committed to reducing the burden of cancer. High participation rates are
critical so that we can be assured that our study groups are representative of the targeted patient
groups and our studies are not biased because they are missing important subgroups of people.
Our study participation rates are the envy of researchers in other states.

Lastly, I want to urge you to support the fiscal note. The staff members at the registry are deeply
committed to fulfilling the registry’s mandate. As I've already said, I’ve been interacting with
registry staff for over a decade. As others have spoken today (or will speak today), registry staff
are very busy with collecting data and providing data summaries to the Centers for Disease
Control (the CDC) and the North American Association of Central Cancer Registries. The




Wisconsin registry is understaffed relative to other comparable sized states and even states with
smaller populations. While data collection and data utilization are both important goals for the
registry, providing datasets to researchers is necessarily the second step, with registry staff
concentrating most of their efforts on data collection and consolidation. Last year I submitted 7
data requests to the registry corresponding to research studies supported by the National Cancer
Institute, the CDC, the Susan G Komen for the Cure Breast Cancer Foundation, the Wisconsin
Partnership Fund for a Healthy Future, and the Carbone Cancer Center. It has taken 3 months, 6
months, or even longer to receive the data for these requests. 1 want to emphasize that I believe
the registry staff are committed to supporting research and would have provided these data to me
sooner if they only had the time. Ii is essential that the fiscal note is included with this bill. In
light of current delays in data requests, I am concerned that the registry will not have the capacity
to handle an expansion in access to the cancer data for research purposes.

As we in Madison and Milwaukee and LaCrosse and elsewhere around the state expand our
efforts to support public health, I hope that you will support both this bill and its associated fiscal
- note because Senate Bill 415 will translate to improvements in our ability to prevent, detect, and
treat cancer all across Wisconsin. '

Thank you for your attention.




To: Senator Tim Carpenter, Chair, and Senate Committee on Public Health, Sentor
Issues, Long Term Care, and Privacy -

From: J. Frank Wilson, M.D., FACR, FASTRO

Re: Senate Bill 415

Senator Carpenter and Senate Colleagues

T am writing to express support for Senate Bill 415. This bill, combined with the fiscal
note attached, plays a critical role in supportmg cancer research, prevention, and care in
Wisconsin. :

In 1976, the Wisconsin Cancer Reporting System was established to track all cancer
cases diagnosed in the state of Wisconsin. Hospitals and physicians are required to report

~ cases using a standardized method. In 2002, this meant that 26,180 cases were reported.
This information, along with that from the rest of the nation, forms the reference base for
cancer-related research, treatment advances, and prevention efforts. As the President of
the National Cancer Registrars” Association, Dr. Healy of Memorial Sloan-Kettering
said, “A network of cancer registries can be our most potent new weapon against cancer.
Today, thousands of people are living as a result of the type of information we collect and
analyze.” This includes Wisconsin citizens, your constituents, of all ages, colors and
creeds. - : =

The Centers for Disease Control’s stated goal in supporting Cancer Registries is “to
prevent and control cancer and improve patient care.” This is achieved “by providing
evidence-based information to physicians that is used to assess the efficacy of varying
diagnostic and therapeutic methods and options and to plan, review, and update standards
of care.” In other words, a complete, up-to-date, and accessible registry is essential for
the citizens of our state to receive proven preventive services, the most effective
screening measures, and optimal life-saving treatment. This bill would play a crucial role
in protecting the health of Wisconsin citizens by allowing researchers access to the
information in the registry while also maintaining the privacy of individuals. It also adds
one FTE to the WCRS staff. This final component is absolutely critical for several
reasons:

e The Wisconsin Cancer Reporting System staff have done and are doing an
outstanding job and were recognized in 2004 by the CDC for their work; they are
already working as efficiently as possible. .

e Wisconsin’s registry has the fifth highest caseload per staff among all states with
over 4000 cases a year for each staff member being registered. This is twice the
national average.

¢ Minnesota has slightly fewer cancer cases each year, but over four times the staff
that Wisconsin does. Other states with comparable caseloads are Alabama with
1800 cases per staff member, Missouri with 1700, and Arizona with 1600.

o Understaffing will limit the ability of the registry to be maintained and used

- effectively in several ways: W' .
Resources * Education * Collaboration * Advocacy | CAN CERCOU
Bringing partners together to udvance Comprehensive Cancer Conirol in W'sconsm
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o The current National Program of Cancer Registries funding cycle, which
‘began last year, requires all states to employ more than one Certified
Tumor Registrar (CTR). Wisconsin currently can not meet this standard,
jeopardizing our federal funding; ' '

o Reporting in Wisconsin varies between facilities because, unlike New
York and other states, we do not require that every cancer case report be
prepared by a CTR. This additional position would improve data quality

_ and thereby improve research outcomes;- '

o WCRS staff provide assistance in fraining and electronic reporting and
would be even more involved in monitoring and education with the
measures contained in this bill. Current staff levels are simply insufficient
to do all of this with the quality and timeliness that a necessary function of
this magnitude merits. '

The contents of this bill, including the addition of a staff member, are also consistent with
the Wisconsin Comprehensive Cancer Control Plan. The addition of a staff member and
the availability of data to researchers are critical in achieving several priorities identified
in the Plan. Among the most important of these is improved collection of data on racial
and ethnic minorities. African American, Latino, and Native American patients bear a
disproportionate burden of cancer mortality. In particular, they are less likely to be alive
five years after a cancer diagnosis. If we are serious about closing health disparities in
the State of Wisconsin, we must support legislation such as this that gives researchers,
public health officials, and administrators the tools they need to provide better care for
minority populations. :

Members of the committee, please support this bill, including the addition of one FTE to
the WCRS staff. It is an investment in the health and future of the citizens of Wisconsin.

Sincerely,
A Framd bdibasy, w0

J. Frank Wilson, M.D., FACR, FASTRO

Immediate Past Chairman, Wisconsin Cancer Council - _

Chairman and Bernard & Miriam Peck Professor of Radiation Oncology
Director Emeritus, Cancer Center :

Medical College of Wisconsin

Resources * Education o Colluhorunon * Advocacy
Bringing pariners together to advance Comprehensive Cancer Control in W‘sconsm
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Dr. Alcee Jumonville and Emily Hiatt
Gundersen Lutheran Health System
Office: (608) 775-3588
Mobile: (608) 498-1123
EAHiatt@eundluth.org

February 6, 2008

To the Members of the Senate Committee on Public Health, Senjor Issues, Long Term Care and
Privacy,

Thank you for considering SB 415, The Cancer Research Advancement Act. Gundersen
Lutheran Health System is privileged to testify in support of this leglslatlon

The bill updates existing Wisconsin law governing the state cancer registry to allow for release -
of patient-identifiable cancer registry data to researchers who meet the bill’s conditions.

‘['his bill can help Wisconsin’s researchers achieve life-saving discoveries in cancer detection and
treatment, and most importantly, help ensure every cancer patient has the best {ighting chance
against this horrific disease. :

In adopting the bill’s changes, Wisconsin will more completely satis(y compliance with U.S.
Public Law 102-515, the “Cancer Registries Amendment Act,” which governs state cancer
registries ssckmg CDC funding. :

BACKGROUND

Thia bill began with a physician, Dr. Richard Ellis, at Gundersen Lutheran’s Norma J. Vinger
Center for Breast Care in La Crosse, Wisconsin. Dr. Ellis is conducting research on ways to
detect and diagnose breast cancer earlier. We know that when a woman is diagnosed with breast
cancer early, she has as much as a 92% chance of surviving. But when a woman is diagnosed
late, with ‘Stage IV’ breast cancer, her chance of surviving drops to 7%. For this reason, Dr.
Ellls has been studying for five years his patients and their outcomes to identify more effective
ways of detecting cancer earlier. But in completing this research, Dr. Ellis ran into an obstacle
with Wisconsin’s cancer registry statute. He couldn’t get the data he needed.

We found that Wisconsin’s cancer registry statute lacks a provision allowmg for release of
patlent-identifiable cancer registry data to researchers. After some additional research, we
‘discovered 45 other states across the country allow for release of this patient-identifiable cancer
registry data to their researchers, making Wisconsin one of only five states that does not. (See
Appendix 1 for a complete list).

With Wisconsin's strong tradition of achievement in scientific and medical research, we were
surprised that our state cancer registry was less research-conducive than the rest of the country.
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So, we set out to update the Wisconsin Cancer Registry statute, by writing a bill that will enable
the registry to share patient-identifiable data with rescarchers who meet the bill's conditions.

[r. Ellis believes his research will provide a national model for breast care that weuld achieve
better patient outcomes and reduce costs associated with treating breast cancer. But in order to
complete and publish his research findings, he needs to verify his research with data contained in
the Wisconsin Cancer Registry, specifically, to identify the number of times he missed a cancer
diagnosis, called a “false negative.” With this information, his research can be sure it has
identified all of the best methods for diagnosing breast cancer as early as possible.

Dr. Ellis is just one of many researchers in Wisconsin conducting important and potentially
lifesaving cancer research. Updating the cancer registry in this way will enable cancer
researchers across the state (and for years to come) to conduct cancer research on the same level
as the rest of the nation - bringing Wisconsin's cancer research in line with the other scientific
research Wisconsin has become known for across the globe.

STATEWIDE SUPPORT

We started working on this bill one year ago. We've worked with the Department of Health and
Family Services and the patient advocacy community, including the Wisconsin Cancer Council,
the Wisconsin Breast Cancer Coalition and the American Cancer Society who have all pledged
thelr support for the legislation.
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Ak you can see by the attached letter of support (Appendix 2), this measure is supported by
medieal and research institutions across the state, including the University of Wisconsin School
af Meadicine and Public Health, Marshfield Clinic, the Medical College of Wisconsin, Gundersen
utheran, the Wisconsin Medical Society, the Wisconsin Collaborative on Healthcare Quality,
Minlatey Health Care, and others.

To date, there are no groups or organizations in opposition to the bill. Naturally, people have
guestions about protection of patient confidentiality. We’ll discuss this topic below. Our federal
lawa were written both to encourage research and protect patient confidentiality - and this bill is
an example of how we can advance cancer research while ensuring strict compliance with state

and federal laws regarding patient confidentiality.

‘RESEARCH AND PROTECTING PATIENT CONFIDENTIALITY
Public Law 102-515, or the “Cancer Registries Amendment Act,” was passed by the 102" U.S.
Congress in 1992 to establish a national program of cancer registries (See Appendix 4). The Law
allows the Secretary of Health and Human Services to fund state cancer registries that meet the
requirements set forth by the Act.

‘f’wo of the cight requirements of Public Law 102-515 are relevant to this discussion. They
directly support research using confidential cancer registry data. So much so, that any cancer
registry seeking federal funding must provide:

(vi) for a means by which confidential case data may in accordance with State
law be disclosed to cancer researchers for the purposes of cancer prevention,
control and research;
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- (vii) for the authorization or the conduct, by the statewide cancer regisiry or other
persons and organizations, or studies utilizing statewide cancer registry data,
including studies of the sources and causes of cancer, evaluations of the cost,
quality, efficacy, and appropriateness of diagnostic, therapeutic, rehabilitative,
and preveniative services and programs relating to cancer and any other clinical,

epidemiological, or other cancer research.

-~ Public Law 102-515, 102nd United States Congress. The Cancer Registries Amendment Act of 1992,
As reprinted by the U.S, Department of Health and Human Services.

Public Law 102-515 explicitly supports research using cancer registry data. Our bill will amplify
and further satisfy Wisconsin’s compliance with Public Law 102-515 by providing for a means
to complete sections VI and VII, increasing our chances for securing additional federal funding.

There are a number of protocols in this bill that will prevent misuse of cancer registry data and
ensure protection of patient confidentiality as guided by state and federal law.

First, according to this bill, researchers must receive authorization of a Federalwide Assurance-
Holding (FWA) Institutional Review Board (IRB). The process is heavily regulated by the
federal government and a process that is challenging for even the most well qualified
researchers. Full details on FWA-holding IRBs can be found on the U.S. Department of Health
and Human Services website (http://www.hhs.gov/ohrp/assurances/assurances_index.html) (See
also Appendix 3). Only researchers who receive this authorization can access the cancer registry
“data, pending the researcher also meets the bill’s other requirements. The researcher must present
documentation of this FWA-holding IRB authorization to the Wisconsin Department of Health
and Family Services (DHFS) as part of his or her application for the cancer registry data.
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Mext, the researcher must provide to DHFS his or her qualifications. This step will provide the
Department with information on the researcher’s qualifications, employer, sponsoring
upganization, and past experiences conducting research with protected patient information.

" Additionally, the researcher must provide the protocol for his or her research. This protocol
must include a description of the means by which the researcher will ensure total protection of
the confidential cancer registry data he or she is given. If the researcher compromises the cancer

registry data in any way, the researcher is held to the bifl’s criminal and civil liabilities.

The researcher’s protocol must also include the names, affiliations, and qualification of those
within the research study who will also have access to the researcher’s cancer registry data.
Anyone whose name is not included in the research protocol cannot legally access the
researcher’s confidential cancer registry data. If they accessed the data, they would be subJect to
the penalties provided in the bill which are both criminal and civil.

If the researcher attempits to disclose in his protocol that he intends to share or publish any
confidential cancer registry data in a manner that is inconsistent with protection of patient

- confidentiality or the intent of this legislation, the Department of Health and Family Services can
deny or amend the researcher’s request. Again, if a researcher compromises the cancer registry
data in any way, the researcher is subject to criminal and civil penalties.

Furthermore, the bill prohibit's publicly revealing information that may serve to identify the
individual whose information was released from the cancer registry. In this bill, “public” means
any person beyond those outlined within the researcher’s original application and research

3.
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protosol, Only aggregate, de-identified information can be shared publicly or with persons
outside of those identified in the researcher’s application and research protocol approved by the
Department. If the researcher or the researcher’s organization uses the patient-identifiable
Information in any business competitive manner not expressly approved by the Department, the
researcher and/or organization will be in violation of the statute, HIPAA and punished

accordingly.

Additionally, the bill provides that in the Rule-Making process the Department of Health and -
Family Services may make any additional requirements on the researchers. The Wisconsin
Cancer Reporting System within the Department of Health and Family Services is acutely
focused on protecting the confidential patient information contained within their registry; the
forms and requirements that will be developed in the Rule-Makmg process will be stringent and
thorough.

Finally, and most significantly, the protections and guidelines that HIPAA and the HHS
Common Rule have established regarding both protection of confidential patient information as
well as the conduct of research using confidential patient information, will ensure maximum
protection of confidential cancer registry data. :

While HIPAA governs how the researchers must handle the confidential patient information, the
U.S. Health and Human (HHS) Common Rule on Protection of Human Subjects governs how the
cancer registry handles the data contained within their registry. The cancer registry is allowed to
release patient-identifiable cancer registry data in accordance with the HHS Common Rule,
which sets criteria for IRB approval of research. .

The criteria for an IRB waiver through the HIPAA Privacy Rule are consistent with the criteria
for IRB waiver of informed consent under the Common Rule HHS Protection of Human Subjects
Regulations, which applies in this case. ‘In short, any researcher seeking access to cancer registry
data will need to demonstrate to the Department that the researcher has received an IRB waiver
of Authorization for their research in accordance with existing federal law.

As touched on above, the federal legal infrastructure for using patient-identifiable information in
research is already well established (See Attachment). Our legislation operates within the
existing federal infrastructure and rules on the subject, and, as outlined in the above section, we
added a number of additional protections. ‘

FISCAL NOTE, FEDERAL MATCHING DOLLARS
This bill includes a Fiscal Note which provides for 1.0 FTE at a cost of just more than $90,000.

We have an opportunity to capture federal matching dollars as a result of this Fiscal Note. For
gvery dollar Wisconsin puts towards its cancer registry, the federal government can match 3 to 1.
In other words, if we appropriate $90,000 to the Wisconsin Cancer Reporting System, we have
the oppottunity to capture more than $270,000 in federal matching dollars.

The severe staffing shortages occurring at the Wisconsin Cancer Reporting System (WCRS)
underscore the importance of this funding. According to the Centers for Disease Control,
Wiseonsin’s cancer registry is the fourth worst in the nation for staffing levels. Our annual
gageload per cancer registry staff is more than 4,000 cases per person (See Appendix 5).
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1t has becore apparent that the requirements created by this legislation would be significant and
therefore additional staff would be needed to ensure compliance with the bill. .

It would be unfortunate to succeed in making this data available for cancer research, but because
of workload at the WCRS, researchers would have to wait years to get the data they requested.
Timely receipt of cancer registry data is basic to the scientific validity of a researcher’s study.

The medical community has agreed to help fund this position through user fees. The researchers .
who request and receive the cancer registry data will pay a “user fee” reasonable and
commensurate with actual and direct costs associated with the bill. The hope is that these user

fees will generate enough revenue to cover the cost of the FTE.

However, the amount of revenue the user fees will generate cannot be accurately predicted until
we have a better understanding of exactly the number of research requests the registry will
teceive after this legislation is enacted. Because we want to be sure the position is funded, the
fiscal note would be funded through General Purpose Revenue (GPR) and the user fees would go
to repay the general fund.

Again, we see this as an opportunity for Wisconsin to capture 3-to-1 federal matching dollars for
enhanced cancer research and cancer reporting in Wisconsin, helping us also to meet the public
health goals of Healthy Wisconsin 2010.

A FINAL WORD

The Cancer Research Advancement Act will enhance and support important cancer research in
Wisconsin’s hospitals, clinics, and medical and educational research centers by allowing for
release of cancer registry data to researchers.

This bill will ensure women, men, and chjldren in Wisconsin have the best fighting chance
against this horrific disease. It will help us move toward our ultimate goal —a cure.

Thank you for considering this legislation. We hbpe we have the opportunity to report back to
you regarding the cancer research that was made possible because of your support for this o
legislation.
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APPENDIX 2
Januaey 15, 2008 :

To the Members of the Wisconsin Legislature,

Medicnl research in Wisconsin has been a source of great pride for our State. The groundbreaking research in
our hospltals, elines and universities has established Wisconsin as a leader in medicine and science.

With cancer, in purtiewdar, research is critical. For Wisconsin’s men, women and children, research can mean

the difference between surviving cancer and becoming a victim of cancer. In stark contrast to Wisconsin’s

great (radition of medical reseatels, curcently 43 other States have more research-conducive cancer regisiry
statutes than Wisconsin., Because of the way our state law was written 30 years ago, the Wisconsin Cancer
Registry is testricted in its ability to aid cancer research in our State. As a resuit, medical researchers across
Wisconsin are wiable to access the data needed to conduct or complete their research.

For instance, a Wisconsin woman diagnosed with late-stage breast cancer has only a 7% change for survival
after five years, whevens 4 Wisconsin woman diagnosed with ¢atly-stage breast cancer has a 92% chance for
survival after five years, Dr. Richard Elfis, a radiologist at Gundersen Lutheran in La Crosse, is conducting
this reséarch; he's identifying ways to detect and diagnose caficer earlier to save lives. He can’t complete his
research uatil he can access data contained in the Wisconsin Cancer Registry. He is just one example out of
muny researchers and medical professionals in Wisconsin conducting important cancer research.

The Cancer Research Advancement Act to amend the Wisconsin Cancer Registry will enhance and support
important cancer research in Wisconsin®s hospitals, clinics, and medical and educational research centers by
allowing for release of cancer registry data to researchers. This bifl will ensure the women, men, and children
who are our putients receive optimal care and treatment. Tt will allow our researchers to publish their findings
und outcomes on & national and international level.

Most of all, ibis bill will help us move toward our ultimate goal — a cure.
As physicians, nurses, medical professionals, and researchers working each day to alleviate cancer’s tofl in
Wisconsin, we urge you to support this bill and ask you to stand beside us as we push to improve cancer

yazearch In Wisconsin. .

Sincerely,

| ﬁéu/mj /D

“Ff T Wo“ i Robert Golden, MD |
ey 11 N _ Dean, UW Sehool of Medszing and Public Health
Jeflrey Thompson, MD Vice Chancellor Medieal Affairs :
C‘h!gff f -LW(»W”W C?ﬁiﬂ'ﬂ" ‘ﬁw Pedsatrician UW—Madison
Cundersen Luthern ) .
: Unlvec;séy of Wisconsin
. | SCHOOL OF MEDICINE
C.itua&iersen &Y AND PUBLIC HEALTH
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Doug Reding, MD _ /
Fkr Prosicont @ Hematalogist! Oncologist T. Michael Boiger, J.D, E {
Marshiield Clinic Chisf Executive Offfce € Preidont
. Medical College of Wisconsin

¥ MARSHFIELD CLINIC.




Prosident, 51, Jossph’s Hospital
Ministry Health Care

T

]l
Saint Joseph’s Hospital

Mintstry HeALTH CARE
Sporsored by Sizters of the Sormufil Moier

Nale Wl <%
C.M. Chumbley, MD, MBA
President &7 CEO
Medical Associates I_-Iea]th Centers

medical associales

Susan L. Tueney, MD, MS, FACMPE, FACP
Chigf Esceprtive Qfffeerf Bacecutive Vg President

Wisconsin Medical Society

Your Ductor. Your Hedlch, :

it e

Chais Queram
Presidert and CEQ
Wisconsin Collaborative for Healthcare Quality

WCHQ

Wisconsin Callaborative
Jor Healtheare Quality

Paul Robey, MD
Medieal Direcior
Lakeshre Medical Clinic

- LAKE
=3




